
e DEPARTMENT OF HEALTH & HUMAN SERVICES Fowl and Drug Administration 4.

Refer to: CFN 1170454 Baltimore District
900 Madison Avenue
Baltimore, Maryland 21201
Telephone: (410) 962-4012

February 6, 1997

WA RNING LETTER

CERTIFIED MAIL
~TLJRN RECEIPT REOUESTED

Shahid Aziz. M.D.
Vice President, Medical Affairs
Harbor Hospital Center
3001 S, f-{anover Street
Baltimom, Maryland 21230

Dear Dr. Aziz:

m During an inspection of your blood bank facility conducted by (he Food and Drug
Administration (FDA) from January 14- 17, 1997, our investigator documented violations of’
section 501 (a)(2)(B) of the Federal Fo04 Dw. and QMITWiC Act ~m~Title 21 ~ co~~ of
Federal Regulations, Parts 211 and 600-680. The following deviations were found:

1. F;tilurc to establish and/or maintain adequate disposition records for autologous
and therapeutic donations (21 CFR 606.10 and 606.160 (be)).

7
-. Failure to maintain adequate records for therapeutic bleedings (21 CFR

606. 160(b)( 1)(IV)), in that [he bleeds Were not auth~~rizedby it PhYsician and
did no[ identify the donor’s disease.

3. l“:;~ilureto follow blood bank standard operating pr~xcdures (SOPS)
(2 I CFR 606. 100(b)), such M the “Blood Bank Prcvcntivc Mtiintenance and
QC I)iogr:tlll, ” “Release of Blood in an Emergency Situiitioll. ” inspection of

r-ci“rigcrators iind ice machines. and the “teil~porilry pmccdure” to k USd

when the plasma thawing bath is twt ot (~rdcr.

4. FililUR! to ensure adequate supervisory review t)!”~llillit)’ ctmtrol records (21
CI”:R 211.192).
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The aforementioned violations are not intended to be an all-inclusive list of detlciencies at
your Fdcilily, lt is your responsibility to assure that your establishment is in compliance with
all requirements of the federal regulations.

The deficiencies noted were listed on a form FDA-483, Inspectional Observations, and
presented to and discussed with Thomas S. Gipson, M. D., Medical Director. at the close of
Ihe inspection, A copy of the FDA-483 is enclosed for your review.

You should take prompt measures to correct these deviations. Failure [Odo so may result in
regulatory action without further notice, Such actions include seizure and/or injunction.

Y(NJsh(mld notify [his office in writing, wi[hin 15 working dtiys of receipt ot’ this letter, of
the sptxi!”ic steps you have taken to correct the noted violations ;Ind to prevent their
recurrence. Ifcorrective action cannot recompleted within 15 wor-kingdays. state the
r-cason for [IICdelay and [he time within which the corrections will be completed.

Your response should be sent to Mr, Wiley T. Williamson, 111.Compliance Ot’tlcer, Food
;~nd Drug Administration, 900 Madison Avenue, Baltimore, Maryland 21201.

. . ..-*-—

Since

.

Acti@ Dinxtor, i3altimure District


